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Nandrolone X. 
Ketamine Y 


TOPIC: Federal Law 


LEARNING OBJECTIVE: 
To understand the federal laws that govern pharmacy practice. 


BACKGROUND: 


The Controlled Drugs and Substances Act (CDSA) is federal legislation that governs the import, export, 
production, distribution and use of substances that can alter mental processes and produce harm when 
distributed without supervision. The Narcotic Control Regulations (NCR) are under the CDSA, which define 
straight narcotics and the requirements surrounding prescription requirements, purchase and sale records 
and rules for dispensing/selling. Straight narcotics require a purchase and sales report to be retained for a 
minimum of two years. Verbal narcotics require only a purchase record, whilst exempted narcotics do not 
require a purchase or sale record. 


Controlled drugs found under Schedule G under the F&DA are subdivided into three parts: parts |, Il and Ill. 
Only part I controlled drugs require both a purchase and sales record, whilst parts Il and Ill controlled drugs 
require only a purchase record. Similarly, benzodiazepines and other targeted substances require only a 
purchase record. 


RATIONALE: 
Correct Answer: 


* Ketamine - Sales records for straight narcotics are required. 


Incorrect Answers: 
© Barbiturates - Sales records for part II controlled drugs are not required. 
* Narcotic preparations - Sales records for narcotic preparations are not required. 


* Nandrolone - Sales records for part III controlled drugs are not required. 


TAKEAWAY/KEY POINTS: 


Sales records are required for straight narcotics and part | controlled drugs and are to be kept for a minimum 
of two years. 


REFERENCE: 


[1] Ontario College of Pharmacists. Prescription Regulation Summary Chart. https://www.ocpinfo.com/wp- 
content/uploads/2019/05/Prescription-Regulation-Summary-Chart-Summary-of-Laws.pdf. 


The correct answer is: Ketamine 
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Select one: 
All straight controlled narcotics % 
Drugs listed in Part | of the Schedule and Part G of the Food and Drug Regulations ¥ 
All combinations containing more than 1 controlled drug and 1 or more non-controlled ingredients % 
Drugs listed in Part Il of the Schedule and Part G of the Food and Drug Regulations X 


TOPIC: Federal Law 


LEARNING OBJECTIVE: 
To understand the differences between controlled drugs. 


BACKGROUND: 


The Controlled Drugs and Substances Act (CDSA) is federal legislation that governs the import, export, 
production, distribution and use of substances that can alter mental processes and produce harm when 
distributed without supervision. 


Controlled drugs are regulated under Part G of the Food and Drugs Act (F&DA) and are subdivided into three 
parts (I, ll, and Ill). 


Part I controlled drugs are straight controlled drugs or combinations of more than 1 controlled drug as listed 
in Part I of the schedule for Part G of the FDA. Examples of drugs in this class include amphetamines, 
methylphenidate, etc. Part Il controlled drugs are drugs identified as most barbiturates and are in Part I| of 
the schedule for Part G of the F&DA. Examples include phenobarbital, butorphanol, and butalbital. Similarly, 
Part Ill controlled drugs are listed in Part Ill of Schedule for Part G of the F&DA. Part Ill controlled drugs are 
identified as anabolic steroids and derivatives (eg. testosterone). 


When a single controlled drug is mixed with 1 or more non-controlled ingredients, it becomes a controlled 
drug preparation. It can be classified as Part |, Il, or Ill depending on what controlled drug is used. Part | and 
Ill controlled preparations are not available in Canada. 


RATIONALE: 


Correct Answer: 


* Drugs listed in Part | of the Schedule and Part G of the Food and Drug Regulations - Controlled 
drugs are listed under part G of the Food and Drug Regulations and are subdivided into three parts (I, 
Il, and Ill. 


Incorrect Answers: 


+ Allstraight controlled narcotics - Part | controlled drugs are not considered narcotics. 


+ All combinations containing more than 1 controlled drug and 1 or more non-controlled 
ingredients - Part | controlled drugs can contain more than 1 controlled drug combination, however, 
it does not contain any non-controlled ingredients. 


+ Drugs listed in Part II of the Schedule and Part G of the Food and Drug Regulations - This defines 
a Part Il controlled drug. 


TAKEAWAY/KEY POINTS: 


Part | controlled drugs consist of drugs that are in Part | of the Schedule for Part G of the F&DA (e.g. 
amphetamines and methylphenidate). 


REFERENCE: 


[1] Ontario College of Pharmacists. Prescription Regulation Summary Chart. 
htto://www.ocpinfo.com/library/practice- 
related/download/Prescription%20Regulation%20Summary%20Chart%20(Summary%200f%20Laws).pdf. 
[2] Justice Laws Website. Food and Drug Regulations. Government of Canada. 

http://laws justice.gc.ca/eng/regulations/c.r.c,_c_ 870/index.html. 

[B] Justice Laws Website. Controlled Drugs and Substances Act. Government of Canada. https://laws- 

lois justice.gc.ca/eng/acts/C-38.8/. 


The correct answer is: Drugs listed in Part | of the Schedule and Part G of the Food and Drug Regulations 


The role of maintaining the National Drug Schedules is completed by which of the following bodies? 


Select one: 
Provincial/Territorial Regulatory Authority X 
National Association of Pharmacy Regulatory Authorities Y 
Health Canada * 


Canadian Pharmacists Association * 


ractice Setting (Management) 
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LeARNIVG vosci ve: 
To identify federal regulatory bodies. 
BACKGROUND: 


Provincial and territorial regulatory authority enforces the drug schedules but does not maintain them. 
Health Canada has drug separate food and drug schedules as well but they are not called the National Drug 
Schedules for pharmaceuticals. They are schedules to the Food and Drugs Act. NAPRA is the National 
Association of Pharmacy Regulatory Authorities that sets out federal pharmacy regulations and standards. It 
is up to the provincial and territorial governments to enforce these regulations. 


RATIONALE: 
Correct Answer: 
(Option #2): NAPRA maintains the National drug schedule. 


(Option #1): Provincial regulatory authority enforce the schedules but do not maintain it. 
(Option #3): Health Canada has drug schedules as well but they are not called the National Drug Schedules. 
They are scheduled to the Food and Drugs Act. 

(Option #4): The Canadian Pharmacists Association teaches pharmacist owners how to manage their 
company. They are not in charge of maintaining the National Drug Schedule. 


TAKEAWAY/KEY POINTS: 


NAPRA is the federal body that creates regulations for pharmacy practice. It is up to the respective 
provinces/territories to enact these regulations. 


REFERENCE: 
[1] NAPRA. Practice and Regulatory Standards. https://napra.ca/practice-and-regulatory-standards 


The correct answer is: National Association of Pharmacy Regulatory Authorities 


What are the key principles when purchasing a narcotic for emergency supply from another pharmacy? 


Select one: 
Only narcotic signers can purchase narcotics for emergency supply * 
Record the purchase in the narcotic purchase register Y 
It is important to indicate a full bottle quantity X 


One must request a maximum of one bottle full of the narcotic * 


TOPIC: Practice Setting (Management) 


LEARNING OBJECTIVE: 
To identify federal narcotic regulations. 


BACKGROUND: 


Pharmacists are reminded to ensure that the purchase from another pharmacy is recorded in the narcotic 
purchase register (or in the computerized purchase record), 


Per the federal Narcotic Control Regulations (section 45, item 1), any pharmacist can order narcotics for an 
emergency supply from another pharmacy. The pharmacist requiring the drug must supply a written order to 
the other pharmacy for the exact amount of drug required for the emergency. 


Per provincial law, a “narcotic signer" is a pharmacist designated by the pharmacy owner and registered with 
the College as a person authorized to purchase narcotics from a licensed dealer (i.e. wholesaler registered 
with Health Canada). 


The College requests that every pharmacy have a designated manager, who is the person who assumes the 
overall supervisory role for the pharmacy, overseeing its operation and acting as a primary contact person. 
This person may be the pharmacy owner, or a pharmacist assigned this position by the owner. 


A narcotic signer is a pharmacist who is authorized to order narcotics and controlled drugs. To become a 
narcotic signer, a written request to the College must come from the owner or officer of the corporation 
operating the pharmacy. In a hospital, the director of pharmacy or administrator can also make such a 
request. 


RATIONALE: 
Correct Answer: 


* Record the purchase in the narcotic purchase register - Pharmacists are reminded to ensure that 
the purchase from another pharmacy is recorded in the narcotic purchase register (or in the 
computerized purchase record). 


Incorrect Answers: 


* Only narcotic signers can purchase narcotics for emergency supply - Any pharmacist can purchase 
narcotics for an emergency supply from another pharmacy. 


* It is important to indicate a full bottle quantity - There is no set minimum or maximum amount to 
purchase from another pharmacy. 


* One must request a maximum of one bottle full of the narcotic - Pharmacist requiring the drug 
must supply a written order to the other pharmacy for the exact amount of drug required for the 
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TAKEAWAY/KEY POINTS: 


Pharmacists may purchase narcotics from other pharmacies but may only purchase the amount of a given 
prescription. 


REFERENCE: 


[1] Government of Canada. Narcotic Control Regulations. https://laws- 
loisjustice.gc.ca/eng/regulations/CR.C.,_¢.1041/index.html 


The correct answer is: Record the purchase in the narcotic purchase register 


A patient has been on Percocet (oxycodone/acetaminophen) for 2 years and gets it filled in your pharmacy 
regularly. His physician is away for 1 week and there are no refills on the prescription. The patient is going on 
holidays in 2 days. What should you do? 


Select one: 


a. Dispense a few tablets and get authorization from the physician upon his return back % 


Dispense the quantity previously obtained and get authorization for it later when the physician * 
returns 


c. Do not dispense the medication but ask the patient to go to a walk-in clinic or ER for a v 
prescription 


d. Based on your professional opinion, dispense the medication since he is at risk of withdrawals * 


e. Verify the patients travel plans first before dispensing an emergency supply % 


Legally you cannot release narcotics without proper authorization. Withdrawal is likely to occur in this patient 
but legally you cannot release narcotics without proper authorization. 
RATIONALE: 


Correct Answer: 

(Option 3): 

Incorrect Answers: 

(Option 1): Legally you cannot release narcotics without proper authorization. 
(Option 2): Legally you cannot release narcotics without proper authorization. 


(Option 4): Withdrawal is likely to occur in this patient but legally you cannot release narcotics without 
proper authorization. 


(Option 5): Legally you cannot release narcotics without proper authorization. 


The correct answer is: Do not dispense the medication but ask the patient to go to a walk-in clinic or ER for a 
prescription 


Which of the following clearly defines Part II Controlled Drugs? 


Select one: 
Most barbiturates such as phenobarbital Y 
Anabolic steroids and derivatives X 
All combinations containing more than 1 barbiturate and 1 or more non-controlled ingredients. * 


Amphetamines % 


TOPIC: Federal Law 


LEARNING OBJECTIVE: 
To understand the differences between controlled drugs. 


BACKGROUND: 


The Controlled Drugs and Substances Act (CDSA) is federal legislation the governs the import, export, 
production, distribution, and use of substances that can alter mental processes and produce harm when 
distributed without supervision. 


Controlled drugs are regulated under Part G of the Food and Drugs Act (F&DA) and are subdivided into three 
parts (I, Il, and Ill). 


Part I controlled drugs are straight controlled drugs or combinations of more than 1 controlled drug as listed 
in Part | of the schedule for Part G of the F&DA. Examples of drugs in this class include amphetamines, 
methylphenidate, etc. Part Il controlled drugs are drugs identified as most barbiturates and are in Part ll of 
the schedule for Part G of the F&DA. Examples include phenobarbital, butorphanol, and butalbital. 
Pentobarbital and secobarbital are barbiturates, however, they are listed under Part I of the schedule for part 
G of the F&DA. Similarly, Part Ill controlled drugs are listed in Part Ill of Schedule for Part G of the F&DA. Part 
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Ill controlled drugs are identitied as anabolic steroids and derivatives (e.g. testosterone). 


When a single controlled drug is mixed with 1 or more non-controlled ingredients, it becomes a controlled 
drug preparation, It can be classified as Part |, Il, or Ill depending on what controlled drug is used. Part I and 
Ill controlled preparations are not available in Canada. 


RATIONALE: 
Correct Answer: 


e Most barbiturates such as phenobarbital - Part II controlled drugs are identified as most 
barbiturates and include phenobarbital. 


Incorrect Answers: 
e Anabolic steroids and derivatives - Anabolic steroids and derivatives are Part Ill controlled drugs, 


* All combinations containing more than 1 barbiturate and 1 or more non-controlled ingredients 
- Part Il controlled drugs do not contain any non-controlled ingredients. 


+ Amphetamines - Amphetamines are Part | controlled drugs. 


TAKEAWAY/KEY POINTS: 


Part II controlled drugs consist of drugs that are in Part Il of the Schedule for Part G of the F&DA (e.g 
phenobarbital). 


REFERENCE: 


[1] Ontario College of Pharmacists. Prescription Regulation Summary Chart. 
http://www.ocpinfo.com/library/practice- 
related/download/Prescription%20Regulation%20Summary%20Chart%20(Summary%200f%20Laws).pdf. 
[2] Justice Laws Website. Food and Drug Regulations. Government of Canada. 

http://laws justice.gc.ca/eng/regulations/c.r.c.,_c. 870/index.html. 

[3] Justice Laws Website. Controlled Drugs and Substances Act. Government of Canada. https://laws- 
loisjustice.gc.ca/eng/acts/C-38.8/ 


The correct answer is: Most barbiturates such as phenobarbital 


Which of the following statements regarding the Privacy Act and the Personal Information Protection and 
Electronic Documents Act (PIPEDA) is true? 


Select one: 
PIPEDA is about an individual's right to access their information held by the Government of Canada ¥ 
The Privacy Act regulates how private-sector organizations can use personal information % 
The Privacy Act only applies to federal government institutions Y 
The Privacy Act is federal and PIPEDA is a provincial act X 


TOPIC: Federal Law 


LEARNING OBJECTIVE: 


To understand the difference between the Privacy Act and Personal Information Protection and Electronic 
Document Act. 


BACKGROUND: 


Acts are laws that have been created and modified by the Canadian parliament, which define which actions 
can or cannot be done. The Personal Information Protection and Electronic Document Act (PIPEDA) is a 
federal act that encourages personal privacy, confidentiality, and access to information. PIPEDA applies to all 
private sector companies that are not regulated federally (e.g., healthcare corporations such as physician 
offices, pharmacies, and physiotherapist clinics). The Privacy Act is a federal act that protects the privacy of 
individuals held by a government institution. This act gives individuals the right to access, use and disclose 
personal information held by the Government of Canada. 


RATIONALE: 
Correct Answer: 


* The Privacy Act only applies to federal government institutions - The Privacy Act only applies to 
federal government institutions that are listed under the Privacy Act schedule of institutions 


Incorrect Answers: 


* PIPEDA is about an individual's right to access their information held by the Government of 
Canada - PIPEDA is a federal privacy act that regulates how private-sector organizations can use 
personal information in the course of commercial activities. 


e The Privacy Act regulates how private-sector organizations can use personal information - The 
Privacy Act only applies to federal government institutions that are listed under the Privacy Act 
schedule of institutions. 
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e The Privacy Act is federal and PIPEDA is a provincial act - Both the Privacy Act and PIPEDA are 
federal acts. 


TAKEAWAY/KEY POINTS: 


The Privacy Act protects the privacy of individuals held by a government institution. PIPEDA protects personal 
privacy, confidentiality, and access to information held by private-sector organizations. 


REFERENCE: 


[1] Office of the Privacy Commissioner of Canada. Summary of privacy laws in 

Canada, https://wwwpriv.gc.ca/en/privacy-topics/privacy-laws-in-canada/02_05_d_15/. 

[2] Office of the Privacy Commissioner of Canada. PIPEDA legislation and related 

regulations. https://www.priv.gc.ca/en/privacy-tapics/privacy-laws-in-canada/the-personal-information- 
protection-and-electronic-documents-act-pipeda/r_0_p/. 


The correct answer is: The Privacy Act only applies to federal goverment institutions 


When selling a narcotic or controlled drug to another pharmacy, what quantity of narcotic or controlled drug 
can be supplied? 


Select one: 
Enough supply to fill prescriptions for the weekend for the receiving pharmacy ® 
Sufficient supply to fill the prescription on hand at the receiving pharmacy Y 
Controlled drugs cannot be sold or supplied to another pharmacy * 


Allinventory to ensure clean records % 


TOPIC: Practice Setting (Management) 


LEARNING OBJECTIVE: 
To understand narcotic purchasing regulations. 


BACKGROUND: 


Under the Government of Canada, The Office of Controlled Substances defines the emergency supply to be 
enough to fill one prescription only. A receiving pharmacy would not comply with the regulations if they 
ordered more than this amount for other anticipated prescriptions for the weekend, they need to purchase 
enough to fill the prescription in the pharmacy. Since all quantities of narcotic or controlled drug sales to 
another pharmacy are reportable, Respective college field staff look for a corresponding prescription for each 
quantity received by the ordering pharmacy. 


RATIONALE: 
Correct Answer: 


* Sufficient supply to fill the prescription on hand at the receiving pharmacy - Bureau of Drug 
Surveillance defines the emergency supply to be enough to fill one prescription only. 


Incorrect Answers: 


Enough supply to fill prescriptions for the weekend for the receiving pharmacy - Obtaining 
enough supply for the weekend is not appropriate. 


Controlled drugs cannot be sold or supplied to another pharmacy - With a prescription, it is legal 
to sell drugs and controlled substances to another pharmacy. 


All inventory to ensure clean records - Pharmacies can sell up to the amount requested from the 
other pharmacy. 


TAKEAWAY/KEY POINTS: 


A pharmacy may sell up to the amount requested by the other pharmacy. This purchasing pharmacy must 
request enough to fill the prescription on hand. 


REFERENCE: 


[1] Government of Canada. Controlled Substances. https://www.canada.ca/en/health-canada/services/health- 
concerns/controlled-substances-precursor-chemicals/controlled-substances.html. 


The correct answer is: Sufficient supply to fill the prescription on hand at the receiving pharmacy 


Which of the following statements is true regarding pharmacy interns versus pharmacy students? 


Select one: 
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Each province/territory has similar scopes of practice X 
Students and interns may have indirect supervision from preceptors across Canada * 
The scapes of students and interns vary across provinces but not territories * 


Each province and territory have different scopes and abilities for students and interns Y 


TOPIC: Practice Setting (Management) 

LEARNING OBJECTIVE: 

To identify differences between students and interns. 

BACKGROUND: 

Pharmacy students have slightly different scopes than pharmacy interns. Interns have more experience, and 
in some cases, have a broader scope of practice. Each province or territory sets out their respective 
regulations as to the actions and supervision needed from preceptors. For example, in Ontario, the difference 


between students and interns is where an intern may accept the delegation of controlled act whereas the 
pharmacy students may not. 


RATIONALE: 

Correct Answer: 

(Option #4): Each respective college sets out scopes of practice for pharmacy students and interns. 
Incorrect Answers: 


(Option #1): Each province or territory sets out their respective scope of practice. 

(Option #2): Each province or territory set out their supervisory roles and some allow preceptors to 
determine the level of supervision necessary. 

(Option #3): The scopes for students and interns vary across the country. 


TAKEAWAY/KEY POINTS: 
Pharmacy students and interns have varying capabilities across the country. 
REFERENCES: 


[1] Ontario College of Pharmacists. Legal Authority for Scope of Practice/Authorized Acts. 
https://www.ocpinfo.com/wp-content/uploads/2019/05/Legal-Authority-Scopespdf 


[2] Saskatchewan College of Pharmacy Professionals. Standards of Practice. 
https://saskpharm.ca/site/profprac/propractice?nav=sidebar 


[3] College of Pharmacists Manitoba. Structured Practical Experiential Program. 
https://saskpharm.ca/site/profprac/propractice?nav=sidebar 


The correct answer is: Each province and territory have different scopes and abilities for students and interns 


Per the Personal Information Protection and Electronic Dacuments Act (PIPEDA), which of the following 
would NOT be considered personal health information? 


Select one: 
A patient's address, collected while the pharmacist was filling a prescription for a patient * 
A patient's organ donor status, collected by a physician after the patient was deceased % 


A patient's smoking habits, collected while a pharmacist conducted a group smoking cessation  % 
information seminar 


A patient's phone number, collected when they came in to buy a candy bar from the pharmacy. Y 


TOPIC: Federal Law 


LEARNING OBJECTIVE: 


To understand the definition of personel health information defined in the Personal Information Protection 
and Electronic Documents Act (PIPEDA). 


BACKGROUND: 


Acts are laws created and modified which explain the scope of practice of practitioners. Controlled Drugs and 
Substances Act (CDSA) is Canada's federal legislation that regulates the import, export, production, 
distribution, and use of substances that can alter mental processes and produce harm when distributed 
without supervision. Personal Information Protection Electronic Documents Act (PIPEDA) is a federal act that 
encourages personal privacy, confidentiality, and access to information. PIPEDA applies to all private sector 
companies (e.g. healthcare corporations such as physician offices, pharmacies, and physiotherapist clinics). 
The Privacy Act is a federal act that protects the privacy of individuals held by a government institution. Food 
and Drugs Act (F&DA) is Canada’s federal legislation that regulates the production, import, export, transport, 
and sale of food, drugs, medical devices, and cosmetics. Personal Health Information Protection Act (PHIPA) 
is Ontario's health-specific privacy legislation that came into force on November 1, 2004. PHIPA governs the 
manner in which personal health information may be collected, used, and disclosed within the health sector. 
The federal government has deemed PHIPA to be "substantially similar’ to PIPEDA and therefore, it takes 
effect in Ontario. 


PIPEDA does not differentiate between adults and children. The Office of the Privacy Commissioner of 
Canada (OPC) views personal information relating to youth and children as being of particular sensitivity, 
especially the younger they are. One tip provided by OPC suggests that in all but exceptional cases, consent 
for the collection, use, and disclosure of personal information of children under the age of 13, must be 
obtained from their parents or quardians. Consent quidelines may vary provincially as well. In general, if the 
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young person is capable of making his or her own decisions about the disclosure of personal health 
information, then his or her right should be respected. There are cases where personal health information can 
be disclosed. Examples of these include when a police officer presents with a warrant or court order, during 
risk of immediate harm to others or to self, if it is in the patient's best interest and amongst healthcare 
professionals within the patient's circle of care to provide optimal care. 


PIPEDA defines personal health information as being: 


(a) information concerning the physical or mental health of the individual; 

(b) information concerning any health service provided to the individual; 

(©) information concerning the donation by the individual of any body part or any bodily substance of the 
individual or information derived from the testing or examination of a body part or bodily substance of the 
individual; 

(d) information that is collected in the course of providing health services to the individual; or 

(©) information that is collected incidentally to the provision of health services to the individual. 


RATIONALE: 
Correct Answer: 
* A patient's phone number, collected when they came in to buy a candy bar from the pharmacy. 


- While still considered personal information, the phone number does not relate to the patient's health 
and was not collected in the course of providing them health services. 


Incorrect Answers: 


* A patient's address, collected while the pharmacist was filling a prescription for a patient - This 
information was collected in the course of providing health services to the individual making it 
personal health information. 


A patient's organ donor status, collected by a physician after the patient was deceased - This is 
information concerning the donation by the individual of any body part or any bodily substance 
making it personal health information. 


A patient's smoking habits, collected while a pharmacist conducted a group smoking cessation 
information seminar - This information was collected in the course of providing health services to 
the individual making it personal health information. 


TAKEAWAY/KEY POINTS: 


Information collected regarding an individual while providing healthcare services is considered personal 
health information under PIPEDA. 


REFERENCE: 


[1] Justice Laws Website. Personal Information Protection and Electronic Documents Act. Government of 
Canada. https://laws-lois justice.gc.ca/eng/acts/P-8.6/index.html. 

[2] Ontario College of Pharmacists. Releasing Personal Health Information. http://www.ocpinfo.com/practice- 
education/practice-tools/fact-sheets/personal-health-info/. 


The correct answer is: A patient's phone number, collected when they came in to buy a candy bar from the 
pharmacy. 
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